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First Office Action on the Merits 



Priority 

1 . If applicant desires to claim the benefit of a prior-filed application under 35 U.S.C. 
1 19(e), a specific reference to the prior-filed application in compliance with 37 CFR 
1 .78(a) must be included in the first sentence(s) of the specification following the title or 
in an application data sheet. For benefit claims under 35 U.S.C. 120, 121 or 365(c), the 
reference must include the relationship (i.e., continuation, divisional, or continuation-in- 
part) of the applications. 

If the instant application is a utility or plant application filed under 35 U.S.C. 
1 1 1 (a) on or after November 29, 2000, the specific reference must be submitted during 
the pendency of the application and within the later of four months from the actual filing 
date of the application or sixteen months from the filing date of the prior application. If 
the application is a utility or plant application which entered the national stage from an 
international application filed on or after November 29, 2000, after compliance with 35 
U.S.C. 371, the specific reference must be submitted during the pendency of the 
application and within the later of four months from the date on which the national stage 
commenced under 35 U.S.C. 371(b) or (f) or sixteen months from the filing date of the 
prior application. See 37 CFR 1.78(a)(2)(ii) and (a)(5)(ii). This time period is not 
extendable and a failure to submit the reference required by 35 U.S.C. 1 19(e) and/or 
120, where applicable, within this time period is considered a waiver of any benefit of 
such prior application(s) under 35 U.S.C. 1 19(e), 120, 121 and 365(c). A benefit claim 
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filed after the required time period may be accepted if it is accompanied by a grantable 
petition to accept an unintentionally delayed benefit claim under 35 U.S.C. 1 19(e), 120, 
121 and 365(c). The petition must be accompanied by (1) the reference required by 35 
U.S.C. 1 20 or 1 1 9(e) and 37 CFR 1 .78(a)(2) or (a)(5) to the prior application (unless 
previously submitted), (2) a surcharge under 37 CFR 1 .17(t), and (3) a statement that 
the entire delay between the date the claim was due under 37 CFR 1 .78(a)(2) or (a)(5) 
and the date the claim was filed was unintentional. The Director may require additional 
information where there is a question whether the delay was unintentional. The petition 
should be addressed to: Mail Stop Petition, Commissioner for Patents, P.O. Box 1450, 
Alexandria, Virginia 22313-1450. 

If the reference to the prior application was previously submitted within the time 
period set forth in 37 CFR 1 .78(a), but not in the first sentence(s) of the specification or 
an application data sheet (ADS) as required by 37 CFR 1.78(a) (e.g., if the reference 
was submitted in an oath or declaration or the application transmittal letter), and the 
information concerning the benefit claim was recognized by the Office as shown by its 
inclusion on the first filing receipt, the petition under 37 CFR 1 .78(a) and the surcharge 
under 37 CFR 1 .1 7(t) are not required. Applicant is still required to submit the reference 
in compliance with 37 CFR 1 .78(a) by filing an amendment to the first sentence(s) of the 
specification or an ADS. See MPEP § 201 .1 1 . 
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Claim Rejections - 35 USC § 101 

2. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

3. Claims 1 and 4-6 are rejected under 35 U.S.C. 101 because the claimed 
invention is directed to non-statutory subject matter. 

The claims recite a "use" without setting forth any steps involved in the process 
and, thus, results in an improper definition of a process, i.e., results in a claim that is not 
a proper process claim under 35 USC § 101 (see MPEP § 2173.05(q)). 

Claim Rejections - 35 USC §112 

4. The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

5. Claims 1 , 5 and 6 rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

The court has held that an adequate written description requires a precise 
definition, such as by structure, formula, chemical name or physical properties, "not a 
mere wish or plan for obtaining the claimed chemical invention." Eli Lilly, 1 19, F.3d 
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1559, 1568 (Fed. Cir. 1997). The Federal Circuit has also adopted the standard set 
forth in the Patent and Trademark Office ("PTO") Guidelines for Examination of Patent 
Applications Under the 35 USC 112, 1 "Written Description" Requirement ("Guidelines"), 
66 Fed. Reg. 1099 (Jan. 5, 2001), which state that the written description requirement 
can be met by "showing that an invention is complete by disclosure of sufficiently 
detailed, relevant identifying characteristics, "including, inter alia, "functional 
characteristics when coupled with a known or disclosed correlation between function 
and structure...". Enzo Biochem, Inc. v. Gen-Probe., 296 F.3d, 316, 1324-25 (Fed. Cir. 
2002). 

The present specification lacks an adequate description of the claimed subject 
matter because there is insufficient descriptive support for the compounds, apart from 
compounds of formula I as defined by the present specification, utilized in the claimed 
invention, i.e., glucocorticoid receptor antagonists having the binding affinity as defined 
by the instant claims. There is a lack of correlation between said functional 
characteristic and structure(s) apart for those encompassed by formula I and, thus, the 
skilled artisan would be unable to envision the full scope of compounds necessary for 
practice of the claimed invention. Thus, the claims fail to comply with the written 
description requirement. 

6. Claims 1 and 4-6 are rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for the utilization of the claimed compounds for 
therapy of the claimed disorders/diseases, does not reasonably provide enablement for 
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utilization for the prophylaxis of said disorders/diseases. The specification does not 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to use the invention commensurate in scope with these claims. 

The factors to be considered in determining whether a disclosure meets the 
enablement requirement of 35 USC 112, first paragraph, have been described in In re 
Wands . 8 USPQ2d 1400 (Fed. Cir. 1988). Among these factors are (1) the nature of 
the invention, (2) the breadth of the claims, (3) the state of the prior art, (4) the 
predictability or unpredictability of the art, (5) the amount of guidance or direction 
presented, (6) the presence or absence of working examples, (7) the relative skill in the 
art and (8) the quantity of experimentation necessary. When the above factors are 
taken into consideration, the examiner's position is that one skilled in the art could not 
perform the invention commensurate in scope with the instant claim without undue 
experimentation. 

The claimed invention is directed to compositions for the prophylaxis and therapy 
of glucocorticoid receptor antagonists. Webster's dictionary defines "prophylaxis" to be 
inclusive of "prevention". However, the present specification lacks guidance or working 
example(s) of how the skilled artisan in the relevant art would utilize the claimed 
composition for the "prevention" of the recited disorders and/or how the skilled artisan 
would determine a person in need of said preventative measures. Because of the lack 
of guidance and/or working example(s), the quantity of experimentation necessary to 
practice the claimed invention commensurate with the instant claims would be undue. 
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7. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

8. Claims 1 and 4-6 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

The instant claims are indefinite because they merely recite a "use" without any 
active, positive steps delimiting how this use is actually practiced and, thus, it is unclear 
what process is encompassed by the claimed invention (see MPEP § 2173.05(q)). 

For the purpose of art rejection, the claims are interpreted as being drawn to a 
composition. 

Claim Rejections - 35 USC § 102 

9. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

10. Claims 1, 5 and 6 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Gebhard et al. (US 5,620,966). 

Gebhard et al. teaches 1 1,21-bisphenyl-19-norpregnane derivatives, such as 
(1 1 p, 1 7a)-1 1 -[4-(dimethylamino)phenyl]-1 7-hydroxy-2 1 -[4-(methylsulfonyl)phenyl]-1 9- 
norpregna-4,9-dien-20-yn-3-one (see the entire article, especially col. 1 , line 32 - col. 2, 
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line 12; Tables I and II; Example 1 and 4-9). The reference teaches (a) the compounds 
have selective affinity for glucocorticoid receptors and anti-glucocorticoid activity in vivo 
(see for example, col. 1 , lines 32-62); (b) the compounds are useful in treating 
glucocorticoid-dependent diseases (see for example, Abstract); (c) various routes of 
administration (see col. 3, lines 24-40) and (d) a preferred dosage of 0.001 -100mg per 
kg (see col. 3, lines 24-27). The compositions taught by the reference are 
encompassed by the instant claims. 

1 1 . Claims 1 , 5 and 6 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Groen et al. (US 6,072,068). 

Groen et al. teaches 16-hydroxy-11 -(substituted phenyl)-estra-4,9-diene 
derivatives such as (11p,16a,17B)-11-(4-methylphenyl)16,17-dihydroxy-17-(1- 
propynyl)estra-4,9-dien-3-one (see the entire article, especially col. 1 , line 28 - col. 2, 
line 65). The reference teaches (a) the compounds have a high selective affinity for 
glucocorticoid receptors and potent in vivo anti-glucocorticoid activity (see for example, 
col. 1 , lines 22-25); (b) the compounds are useful in treating glucocorticoid dependent 
diseases (see for example, col. 3, lines 31-37); (c) various routes of administration (see 
col. 4, lines 1-35) and (d) dosages of 0.001-50 mg per kg (col. 3, lines 50-57). The 
compositions taught by the reference are encompassed by the instant claims. 

12. Claims 1 , 5 and 6 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Peeters (WO 95/04536). 
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Peeters teaches antiglucocorticoid steroids such as (1 1 p,1 7<x)-1 1-[4- 
(dimethylamino) phenyl]-1 7-hydroxy-21 -[4-methylsulfonyl)phenyl]-1 9-norpregna-4,9- 
dien-20-yn-3-one for use in the treatment of anxiety (see the entire article, especially 
Abstract; page 1 , lines 5-7; page 2, line 17 - page 3, line 29; page 4, lines 1-12). The 
reference teaches (a) the preferred R 2 group is phenyl which is substituted in the para 
position with the -N(X)(Y) group or in the meta position with OCH 3 or SCH 3 (see page 4, 
lines 19-25); (b) various routes of administration and preferred daily dosage of 0.001 to 
10 mg/kg (see page 7, lines 1-20). The compositions taught by the reference are 
encompassed by the instant claims. 

Claim Rejections - 35 USC § 103 

1 3. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

14. Claims 1-6 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Gebhard et al. (US 5,620,966) and Philibert et al. (US 4,477,445) in combination. 

Gebhard et al. teaches 1 1,21-bisphenyl-19-norpregnane derivatives, such as 
(11p,17a)-11-[4-(dimethylamino)phenyl]-17-hydroxy-21-[4-(methylsulfonyl)phenyl]-19- 
norpregna-4,9-dien-20-yn-3-one (see the entire article, especially col. 1, line 32 - col. 2, 
line 12; Tables I and II; Example 1 and 4-9). The reference teaches (a) the compounds 
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have selective affinity for glucocorticoid receptors and anti-glucocorticoid activity in vivo 
(see for example, col. 1 , lines 32-62); (b) the compounds are useful in treating 
glucocorticoid-dependent diseases (see for example, Abstract); (c) various routes of 
administration (see col. 3, lines 24-40) and (d) a preferred dosage of 0.001 -100mg per 
kg (see col. 3, lines 24-27). 

The instant claims differ from the reference by reciting compounds that are 
positional isomers of the prior art compounds. For example, the genus taught by the 
reference includes compounds having a 4-alkoxy substituted phenyl in the Hp-position. 
However, a compound that is isomeric with the prior art compound is unpatentable 
unless it possesses some unobvious or unexpected beneficial property not possessed 
by the prior art compound. In re Norris . 179 F.2d 970, 84 USPQ 458 (CCPA 1970). In 
addition, Philibert et al. teaches an equivalent between antiglucocorticoid compounds 
having a 4- or 3-substituted phenyl ring in the Hp-position . Therefore, it would have 
been obvious to the skilled artisan in the art at the time of the present invention to make 
the compounds of Gebhard having a 3-substituted phenyl ring in the Hp-position as 
taught by Philibert et al. with the reasonable expectation that the compounds made 
would be useful antiglucocorticoid compounds. 

15. Claims 1-6 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Peeters (WO 95/04536). 

Peeters teaches antiglucocorticoid steroids such as (1 1p,17a)-1 1-[4- 
(dimethylamino) phenyl]-1 7-hydroxy-21 -[4-methylsulfonyl)phenyl]-1 9-norpregna-4,9- 
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dien-20-yn-3-one for use in the treatment of anxiety (see the entire article, especially 
Abstract; page 1, lines 5-7; page 2, line 17 - page 3, line 29; page 4, lines 1-12). The 
reference teaches (a) the preferred R2 group is phenyl which is substituted in the para 
position with the -N(X)(Y) group or in the meta position with OCH 3 or SCH 3 (see page 4, 
lines 19-25); (b) various routes of administration and preferred daily dosage of 0.001 to 
10 mg/kg (see page 7, lines 1-20). 

The instant claims differ from the reference by reciting compounds not 
exemplified by the reference. However, it would have been obvious to one having 
ordinary skill in the art at the time of the invention to select any of the species of the 
genus taught by the reference, including that of the instant claims, because an ordinary 
artisan would have the reasonable expectation that any of the species of the genus 
would have similar properties and, thus, the same use as the genus as a whole. 
For example, based on the cited prior art, it would have been obvious to the skilled 
artisan in the art to modify the prior art compound, (11p,17a)-11-[4-(dimethylamino) 
phenyl]-17-hydroxy-21-[4-methylsulfonyl)phenyl]-19-norpregna-4,9-dien-20-yn-3-one, 
making (1 1 p,1 7a)-1 1 -[3-(methoxyphenyl]-1 7-hydroxy-21 -[4-methylsulfonyl)phenyl]-1 9- 
norpregna-4,9-dien-20-yn-3-one as recited by the instant claims (see for example, claim 
3, compound #3) with the reasonable expectation that the compound obtained would be 
useful in treating anxiety as taught by reference. 
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Other Matters 

16. The data presented in the present specification is noted. However, the 
comparison is not persuasive because it is not with the closest prior art compound. It is 
noted that the tested prior art compound in addition to being substituted in the 4- instead 
of the 3-position also has different R1 and R2 groups. 

Telephone Inquiry 

1 7. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Barbara P. Badio, Ph.D. whose telephone number is 
571-272-0609. The examiner can normally be reached on M-F from 6:30am-4:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreenivasan Padmanabhan can be reached on 571-272-0629. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
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you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




Barbara P. Badjo, Ph.D. 
Primary Examiner 
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BB 

August 14, 2006 



